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www.jacctctabstracts2014com SATURDAY, SEPTEMBER 13, 2014, 5:00 PM–7:00 PMResults: Average patient age was 81.26.1 years with most patients being in NYHA
III/IV (95.7%). The transfemoral route was the most common access site (78.3%) with
an equal number of patients receiving the Edwards and CoreValve bioprostheses. The
largest expense was the TAVI procedure and the subsequent in-hospital stay,
excluding intensive care unit stay, ($52,052). The average “pathway” cost per patient
up to the point of discharge was $860879613. This included clinic appointments at
the specialized TAVI clinic, investigations, the procedure itself as well as the sub-
sequent hospital stay. Comparison between the 2 valves suggested that the cost was
slightly higher for CoreValve as compared to Edwards ($8905811663 vs.
$831177564, p¼0.05) although this was due to the higher cost of the CoreValve and
the more frequent need for permanent pacemaker associated with this. No signiﬁcant
differences were noted between the 2 valves when these 2 factors were excluded
($6320811324 vs. 596927564, p¼0.26).
Conclusions: Although expensive, TAVI is justiﬁed by the improvements in long-
term mortality in inoperable patients as compared to medical therapy alone. Increasing
competition, improvements in valve technology and other procedural parameters are
likely to make TAVI cheaper. Future trials should prospectively assess the “pathway”
costs for both TAVI and conventional surgery, rather than just procedural costs.
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Background: The purpose of this study was to demonstrate the feasibility and pro-
cedural outcomes with the Colibri Transcatheter Aortic Heart Valve. The Colibri Heart
valve is the lowest proﬁle (14Fr) ﬁrst dry valve. It comes completely crimped and
sterilized ready for use from the package to the patient. Currently available heart
valves, for surgical or catheter implantation, require rinsing of the chemicals they
contain and crimping of the valve (TAVI cases) before implantation. We describe here
the outcome of the ﬁrst in human cohort of implants of the Colibri Heart Valve up to
15 months of follow up.
Methods: After the initial successful clinical and hemodynamics results of the ﬁrst
Colibri Transcatheter Aortic Valve Implant (CTAVI), we performed, under a
compassionate use protocol, four additional consecutive CTAVI patients with severe
aortic stenosis who were not surgical candidates. All patients were symptomatic,
NYHA class 3-4, and had preserved ejection fraction. The ﬁve patients’ average aortic
valve mean gradient (MG) pre-procedure was 53 mmHg and the average aortic valve
area (AVA) of 0.71 cm2. All cases were accessed transfemoral after surgical exposure
of the artery. Balloon aortic valvuloplasty was performed before the CTAVI
implantation.
Results: The valve was implanted successful in the orthotopic position in all cases
using rapid ventricular pacing and ﬂuoroscopic guidance. The MG decreased to 8.4
mmHg and the AVA increased to 2.2 cm2, there were no transvalvular regurgitations,
no need for permanent pacemaker and no stroke. One case had mild paravalvular
insufﬁciency. All patients were discharged home ambulatory . Follow-up for 15
months (n1), 7 months (n1) and 3 months (n3) with excellent clinical outcomes
NYHA 1, no evidence of major adverse events and maintenance of mean gradients of
10 mmHg and AVA of 2.2 cm2.
Conclusions: The Colibri HV implantations, the world’s ﬁrst pre-package, sterilized,
dry valve and ready for use 14Fr system is feasible and safe. The beneﬁcial clinical
and hemodynamic outcomes are persistent up to 15 months with low gradients and
large aortic valve area. This low proﬁle valve opens the opportunity to treat patients
with small femoral arteries.
TCT-749
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Background: Direct ﬂow medical (DFM) prosthesis is a non-metallic, repositionable
and retrievable bioprosthetic valve which has never been previously compared with
current status of care. In this study we sought to compare the procedural and 30-day
outcome after transcatheter aortic valve implantation (TAVI) with three different
prostheses: DFM vs. Medtronic CoreValve (MCV) vs. Edwards Sapien XT (ES).
Methods: Twenty-one consecutive patients treated with DFM for severe aortic ste-
nosis were matched to an equal sample of patients undergoing TAVI with MCV and
ES (1:1:1 propensity score-matching). Primary end-point was 30-day safety, deﬁnedJACC Vol 64/11/Suppl B j September 13–17, 2014 j TCT Abstracts/Vaaccording to the VARC criteria as the composite of all-cause mortality, stroke, life-
threatening bleeding, stage-2 or -3 acute kidney injury, coronary artery obstruction
requiring intervention, major vascular complications or repeat procedures for valve-
related dysfunction. Secondary end-points were: post-TAVI transaortic gradient
reduction; and device success.
Results: Baseline comparison between patients treated with different prostheses
revealed no signiﬁcant demographic and clinical characteristics. Patients treated with
DFM had higher safety rates, with respect to MCV and ES (respectively 90.5% vs.
42.9% vs. 57.1%; p¼0.004) at 30-day follow up. Post-TAVI transaortic gradient
reduction was similar for DFM, MCV and ES subgroups (8.35.2 mmHg vs. 5.33.7
mmHg vs. 5.65.1mmHg, respectively; p¼0.155). Likewise, devise success did not
differ signiﬁcantly (100% vs. 95.2% vs. 90.5%, respectively, p ¼0.21). In the pooled
binary logistic regression analysis, DFM prosthesis was independent predictor of early
safety (DFM vs. MCV: OR 11.2, 95% CI 1.9-66.7, p¼0.008; and DFM vs. ES: OR
5.8, 95% CI 1.0-35.7, p¼0.056).
Conclusions: DFM prosthesis has a better safety proﬁle when compared to MCV and
ES. Device success and short-term outcome rates were comparable between patients
treated with DFM, MCV or ES.
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Background: Renin angiotensin system (RAS) blockade with angiotensin-converting
enzyme inhibitors (ACEI) or angiotensin receptor blockers (ARB) have survival
beneﬁt in heart failure. Persistent heart failure after surgical aortic valve replacement
(SAVR) for severe aortic stenosis (AS) is associated with poor outcome. Data are
lacking on the impact of RAS blockade after SAVR for severe AS.We sought to
investigate the impact ofassociation between RAS blockade therapy on and outcomes
following SAVR for severe AS.
Methods: Patients prescribed ACEI/ARB after SAVR for severe AS between 1991
and 2010, with at least 2 reﬁlls 90 days apart and at least 6 month follow up in our
health system constituted the RAS blockade group (n¼741) and those not prescribed
ACEI/ARB were the untreatedcontrol group (n¼1,011). Unadjusted and propensity
matched analyses (treatedcase: control untreated ratio of 1:1 yielding 594 matched
pairs) were performed. Primary outcome was survival after SAVR. Secondary end
points were changes in left ventricular mass index (LVMI), left ventricular ejection
fraction (LVEF) and left atrial (LA) size after SAVR.
Results: A total of 562 deaths occurred over a mean follow up of 6.3  4.1 years.
Overall unadjusted estimated survival at 1, 5 and 10 years was 99%, 90% and 69% in
the RAS group compared to 99%, 81% and 53% respectively in the non-RAS group
(p< 0.0001). Among propensity matched patients, estimated survival at 1, 5 and 10
years remained signiﬁcantly higher in the RAS group compared to non-RAS group
(99%, 90% and 71% vs. 96%, 78% and 49%, respectively p< 0.0001). When stratiﬁed
by concomitant CABG, survival remained signiﬁcantly higher in the RAS group
(unadjusted and propensity matched, p< 0.0001). For the matched cohorts, on
echocardiographic analysis there were no signiﬁcant group differences between the
RAS and non RAS groups with respect to change in LVMI (p¼0.37),LVEF(p¼0.67)
and LA size (p¼0.43) after SAVR
Conclusions: RAS blockade is associated with an improved survival in patients
following AVR for severe AS. Therapy with ACEI/ARB should be considered in
patients after AVR for AS if proven beneﬁcial in a randomized controlled trial.
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Background: CT analyses of patients with aortic stenosis reveal that in many patients
the aortic annulus is eccentric. Therefore, the aim of this study was to assess the
performance of the transapical Jenavalve in an in vitro hydrodynamic and durability
test model comparing circular and eccentric aortic annulus geometry.
Methods: Based on CT-data from 123 consecutive TAVI-patients, a mean annulus
eccentricity (eccentricity¼short diameter/long diameter) of 0.84 was determined.
Two models of aortic roots with valve leaﬂets, one circular in shape and one dis-
playing an eccentricity of 0.84 were created with oriﬁce areas corresponding to a
circular 27mm annulus. Valve hydrodynamics were evaluated at different ﬂow rateslvular disease - Aortic: TAVR B219
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SATURDAY, SEPTEMBER 13, 2014, 5:00 PM–7:00 PM www.jacctctabstracts2014.comand frequencies simulating various physiological conditions at the start and after 100
million cycles.
Results: Analysis was performed with transapical Jenavalve prostheses (27mm)
implanted in circular annuli (n¼3) or annuli with 0.84 eccentricity (n¼3). Hydrody-
namic testing showed no signiﬁcant difference in valve performance with regard to the
average regurgitation volume under both conditions at the start [circular: 4.69%
0.20%; oval: 4.81%2.05% of total stroke volume; p¼n.s.] Interestingly after a
durability test of 100 million cycles hydrodynamic testing showed a slightly reduced
average regurgitation volume in the oval annulus [circular: 5.53%0.19%; oval:
3.59%0.39% of total stroke volume; p¼n.s.]. Macroscopic analysis and histology
revealed no difference between valve leaﬂets of the two groups.
Conclusions: This is the ﬁrst experimental in vitro durability study demonstrating no
signiﬁcant difference in valve performance and regurgitation volume for a percuta-
neous valve implanted in an eccentric annulus.
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Background: The aim of this study is to compare the clinical outcomes after trans-
catheter aortic valve implantation (TAVI) with the Edwards SAPIEN/SAPIEN XT
transcatheter heart valve (ESV) versus the Medtronic CoreValve (MCV) in Asian
countries.
Methods: The data from databases of 3 Asian centers were pooled and analyzed.
Study objectives were Valve Academic Research Consortium outcomes at 30 days
and 1 year. In total, 185 patients were included: 86 (46.5%) treated with the ESV and
99 (53.5%) with the MCV.
Results: Previous PCI, previous CABG and peripheral artery disease were more
frequent in ESV group but aortic annulus area and perimeter measured by MDCT
were larger in MCV group. There were no differences in baseline echocardiographic
ﬁndings and calciﬁcation grade. Device success occurred in 78 of 86 patients
(90.7%) in ESV group and 74 of 99 (74.7%) patients in MCV group (relative risk
[RR],1.21; 95% conﬁdence interval [CI]: 1.40 to 7.75;p¼ 0.005).This was attributed
to a signiﬁcantly lower frequency of residual more-than-mild aortic regurgitation
(7.2% vs. 16.0%; RR, 0.45; 95% CI 0.90 to 6.61; p ¼ 0.07) and the less frequent
need for implanting more than 1 valve (0% vs. 10.1%;p ¼ 0.002). All-cause
mortality at 30 days was 4.7% in ESV group and 2.0% in MCV group (RR, 2.35;
95% CI, 0.42 to 13.33; p ¼ 0.42). Stroke, bleeding and vascular complications were
not signiﬁcantly different, and the combined safety end point occurred in 14.0% in
ESV group and 10.1% in MCV group (RR, 1.39; 95% CI, 0.59 to 3.53; p ¼ 0.42).
Placement of a new permanent pacemaker was less frequent in the ESV group
(1.2% vs. 22.2%, p< 0.001). At 1 year, there were no difference in all-cause
mortality (8.6% vs. 8.5%; hazard ratio [HR], 0.77; 95% CI, 0.28 to 2.23; p ¼ 0.61)
and combined efﬁcacy endpoint (15.1% vs. 22.2%; RR, 0.68; 95% CI, 0.29 to 1.33;
p ¼ 0.22).
Conclusions: Among patients with aortic stenosis undergoing TAVI in Asian coun-
tries, the use of ESV resulted in a greater rate of device success than use of MCV,
however combined safety endpoint at 30 days, and all-cause mortality and combined
efﬁcacy endpoint at 1 year were similar between 2 groups.
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Background: Although transcatheter aortic valve implantation (TAVI) has widened
the indication for the treatment of aortic valve stenosis (AS), there is still a group of
patients considered ‘extremely high-risk’, including those with severely decom-
pensated heart failure. The aim of this study is to evaluate the early results of TAVI
under cardiopulmonary bypass support (CPS) (on-pump TAVI) in patients with
severely decompensated heart failure.
Methods: Among 157 cases from October 2009 through April 2014, twelve patients
(7.6%) were treated by on-pump TAVI using SAPIEN/SAPIEN XT. Mean age was
816 years and left ventricular ejection fraction (LVEF) was signiﬁcantly low
(337). Ten patients (83%) were dependent on catecholamine support and one
patient (8.3%) was required CPS preoperatively. Mean preoperative BNP was
signiﬁcantly high (1562 pg/ml). EuroSCORE was 6225% and STS score was
2723%.B220 JACC Vol 64/11/Suppl B j SepResults: Urgent procedure was required in three cases (25%). Transapical procedure
was preformed in three cases (25%). Procedural success was 100% and CPS was
removed in operating room in all patients (pump time, median: 13 minutes). One
patient was died from coronary event 3 postoperative day. There were no thrombo-
embolic and neurologic complications. Ten patients (83%) were discharged to home.
LVEF at 1-month was signiﬁcantly improved (49%, p< .05). The 30-day mortality
was 8.3% and survival at 6- and 12-months were 91% and 78%, respectively (mean
follow-up period, 332277 days).
Conclusions: We achieved satisfactory early and short-term outcomes of on-pump
TAVI. On-pump TAVI may become the standard therapy to treat aortic valve stenosis
in the presence of severely decompensated heart failure.
TCT-754
Predictors For Tissue Embolization During Transcatheter Aortic Valve
Implantation
Nicolas M. Van Mieghem1, Peter De Jaegere2
1Erasmus MC, Rotterdam, Netherlands, 2Thoraxcenter, Erasmus Medical Center,
Rotterdam, Rotterdam, Netherlands
Background: Cerebrovascular embolization is frequent during Transcatheter Aortic
Valve Implantation (TAVI). The aim of this study was to identify variables associated
with tissue embolization during TAVI.
Methods: A total of 82 patients underwent TAVI with a dual ﬁlter– based embolic
protection device (Montage Dual Filter System, Claret Medical, Inc) deployed in the
brachiocephalic trunk and left common carotid artery. Both balloon expandable and
self-expanding transcatheter heart valves (THV) were used. After TAVI the ﬁlters
were retrieved and sent for histopathologic analysis.
Results: Overall, debris was captured in 86% of patients. Captured material varied in
size from 0.1 to 9.0 mm. Thrombotic material was found in 74% of patients and tissue-
derived debris in 63%. Tissue-derived debris was found more often with balloon
expandable THV (79% vs. 56%, p ¼ 0.05). The dislodged material corresponded best
with dislodged tissue from the native aortic valve leaﬂets, aortic wall or left ventricular
myocardium. Balloon-expandable THV (adjusted OR: 12.100; 95% CI 1.925-76.040,
p ¼ 0.008) and cover index (adjusted OR: 1.151, 95% CI 1.015-1.307, p ¼ 0.029)
were independent predictors for tissue embolization by multivariable logistic regres-
sion analysis.
Conclusions: Debris is captured with ﬁlter-based embolic protection in the vast
majority of patients undergoing TAVI. Tissue derived material is found in 63% of
cases and is correlated with the use of balloon expandable systems and more
oversizing.
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Background: Trancatheter Aortic Valve Implantation (TAVI) is an option to treat
pure severe aortic regurgitation (PSAR) in patients at high surgical risk. We hereby
report the 3-year follow-up (3-y FU) of patiens with inoperable PSAR treated in our
Institute using Medtronic CoreValve prosthesis.
Methods: Aortic valve sizing was assessed on 3 dimensional-CT scan considering
perimeter, area, major and minor orthogonal annular diameter. An oversizing pros-
thesis with respect of annular perimeter was used. We developed a size table (see
below) to choose the right valve dimension. Sixteen pts with PSAR underwent TAVI
with CoreValve prosthesis (mean age 84+2,6; mean L-Euroscore 33%)Results: A procedural success has been reached using a single valve in 13 pts. In
these pts we observed an improved functional capacity and no death at a 3-y FU. In
one case a second valve deployment (CoreValve 29 mm in Core-Valve 31 mm) was
necessary to reduce the peri-leak severe aortic regurgitation obtaining a ﬁnal mod-
erate grade of aortic regurgitation. In this case we observed a worsening of NYHA
class after 1-y FU and frequent re-hospitalizations for congestive heart failure at 3-y
FU. In 2 cases conversion to emergency open surgery and aortic valve replacement
was required due to residual severe aortic regurgitation despite a second valve
deployment. These 2 pts died 1 year after the procedure (one from infective endo-
carditis and one from acute pulmonary edema). A new permanent PM implantation
was necessary in 7 pts.tember 13–17, 2014 j TCT Abstracts/Valvular disease - Aortic: TAVR
